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(ÔÄÝ4), èñïîëüçóåìûé äëÿ òåðàïèè ïñîðèàòè÷åñêîãî àðòðèòà è ïñîðèàçà. Ýôôåêòèâíîñòü è áåçîïàñ-
íîñòü ïðèìåíåíèÿ àïðåìèëàñòà ïðè ëå÷åíèè áëÿøêîâèäíîãî ïñîðèàçà ñðåäíåé è òÿæåëîé ñòåïåíè
òÿæåñòè áûëè äîêàçàíû â ìíîãîöåíòðîâûõ ðàíäîìèçèðîâàííûõ äâîéíûõ-ñëåïûõ ïëàöåáî-êîíòðîëè-
ðóåìûõ êëèíè÷åñêèõ èññëåäîâàíèÿõ ESTEEM 1 è ESTEEM 2 (Efficacy and Safety Trial Evaluating the
Effects of Apremilast in Psoriasis). Â äàííûõ èññëåäîâàíèÿõ îïèñûâàþòñÿ íåæåëàòåëüíûå ðåàêöèè ñî
ñòîðîíû ïñèõèêè: äåïðåññèÿ, ñóèöèäàëüíûå ìûñëè, ñóèöèäàëüíîå ïîâåäåíèå. Îäíàêî äîêàçàòåëüñòâ
ïîâûøåíèÿ ÷àñòîòû ðàçâèòèÿ äàííûõ íåæåëàòåëüíûõ ðåàêöèé ïðè áîëåå äëèòåëüíîì ëå÷åíèè àïðå-
ìèëàñòîì íå áûëî ïîëó÷åíî. Â ñòàòüå ïðåäñòàâëåíû ñîîáùåíèÿ ðåãóëÿòîðíîãî îðãàíà Âåëèêîáðèòà-
íèè (MHRA) è ìåæäóíàðîäíîé áàçû äàííûõ VigiBase î âîçðîñøåì ðèñêå ðàçâèòèÿ ñóèöèäàëüíûõ ìûñëåé,
ïîïûòîê ñóèöèäà, çàâåðøåííûõ ñóèöèäîâ è ñóèöèäàëüíîãî ïîâåäåíèÿ íà ôîíå ïðèåìà àïðåìèëàñòà.
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Ïîâûøåíèå ýôôåêòèâíîñòè ëåêàðñòâåí-
íîé òåðàïèè íà ñîâðåìåííîì ýòàïå íåðåäêî
ñîïðîâîæäàåòñÿ óâåëè÷åíèåì ðèñêà âîçíèê-
íîâåíèÿ ïîáî÷íûõ äåéñòâèé ëåêàðñòâåííûõ
ïðåïàðàòîâ, ÷òî íà ñåãîäíÿøíèé äåíü ÿâëÿåò-
ñÿ îäíîé èç ãëàâíûõ ïðîáëåì çäðàâîîõðàíå-
íèÿ âî âñåì ìèðå. Îñëîæíåíèÿ ëåêàðñòâåí-
íîé òåðàïèè ïðèâîäÿò ïîä÷àñ ê áîëüøåìó
ñòðàäàíèþ, ÷åì îñíîâíîå çàáîëåâàíèå, à èíî-
ãäà ÿâëÿþòñÿ ïðè÷èíîé èíâàëèäèçàöèè èëè
äàæå ãèáåëè ïàöèåíòîâ [1, 2].

Â ñâÿçè ñ ýòèì, âîïðîñàì íåæåëàòåëüíûõ
ðåàêöèé íà ëåêàðñòâåííûå ïðåïàðàòû óäåëÿ-
åòñÿ áîëüøîå âíèìàíèå âî âñåì ìèðå. Îøè-
áî÷íî ñ÷èòàòü, ÷òî ðàçðåøåíèå ñîîòâåòñòâóþ-
ùåãî êîíòðîëüíî-ðåãóëÿòîðíîãî îðãàíà íà èñ-
ïîëüçîâàíèå â ìåäèöèíñêîé ïðàêòèêå íîâîãî
ïðåïàðàòà ïîñëå ýêñïåðèìåíòàëüíûõ è êëè-
íè÷åñêèõ èñïûòàíèé ÿâëÿåòñÿ ãàðàíòèåé åãî
áåçîïàñíîñòè.

Äîêëèíè÷åñêèå è êëèíè÷åñêèå èñïûòàíèÿ
íå ïîçâîëÿþò âûÿâèòü âåñü ñïåêòð âîçìîæ-
íûõ íåæåëàòåëüíûõ ïîáî÷íûõ ðåàêöèé è ÷àñ-
òîòó èõ ðàçâèòèÿ.

Âûÿâëåíèå âñåãî ñïåêòðà íåæåëàòåëüíûõ
ïîáî÷íûõ ðåàêöèé âîçìîæíî òîëüêî â ïðîöåñ-
ñå èññëåäîâàíèé ïðè øèðîêîì êëèíè÷åñêîì
ïðèìåíåíèè ïðåïàðàòîâ, ïîýòîìó ïðîäîëæå-
íèå èññëåäîâàíèé è îöåíêà íåæåëàòåëüíûõ
ðåàêöèé íà ëåêàðñòâåííûå ïðåïàðàòû ïîñëå
èõ ðåãèñòðàöèè ÿâëÿåòñÿ íåîáõîäèìîé è îáÿ-
çàòåëüíîé ìåðîé [1, 3].

21 ìàðòà 2014 ãîäà Óïðàâëåíèå ïî êîíòðî-
ëþ ïðîäóêòîâ ïèòàíèÿ è ëåêàðñòâåííûõ
ñðåäñòâ ÑØÀ (FDA) îäîáðèëî íîâûé ïåðî-
ðàëüíûé ëåêàðñòâåííûé ïðåïàðàò äëÿ ëå÷å-
íèÿ àêòèâíîãî ïñîðèàòè÷åñêîãî àðòðèòà ó
âçðîñëûõ ïàöèåíòîâ — àïðåìèëàñò.

23 ñåíòÿáðÿ 2014 ãîäà FDA óòâåðäèëî íîâîå
ïîêàçàíèå äëÿ ïðèìåíåíèÿ àïðåìèëàñòà —
ïñîðèàç ñðåäíåé è òÿæåëîé ñòåïåíè òÿæåñòè ó
âçðîñëûõ. Àïðåìèëàñò ñ òåõ ïîð áûë óòâåðæäåí
è â äðóãèõ ñòðàíàõ, âêëþ÷àÿ ñòðàíû Åâðîïåé-
ñêîãî ñîþçà, Êàíàäó è Àâñòðàëèþ [4, 5, 6].

Àïðåìèëàñò — ïåðâûé è åäèíñòâåííûé
ñåëåêòèâíûé èíãèáèòîð ôîñôîäèýñòåðàçû 4
(ÔÄÝ4) êëàññà ìàëûõ ìîëåêóë, ðàçðåøåííûé
äëÿ ëå÷åíèÿ óêàçàííûõ çàáîëåâàíèé è îáåñ-
ïå÷èâàþùèé íîâûé âàðèàíò òåðàïèè ïàöè-
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åíòîâ, íóæäàþùèõñÿ â àëüòåðíàòèâíûõ ëå-
êàðñòâåííûõ ñðåäñòâàõ ñ öåëüþ ëå÷åíèÿ ñèì-
ïòîìîâ ïñîðèàòè÷åñêîé áîëåçíè [5].

ÔÄÝ4 — ñïåöèôè÷åñêàÿ ôîñôîäèýñòåðà-
çà (ÔÝÄ) öèêëè÷åñêîãî àäåíîçèíìîíîôîñôà-
òà (öÀÌÔ), äîìèíèîðóþùàÿ ÔÄÝ â «êëåòêàõ
âîñïàëåíèÿ», âêëþ÷àÿ ìàêðîôàãè, ìîíîöèòû,
òó÷íûå êëåòêè, äåíäðèòíûå êëåòêè, ýîçèíî-
ôèëû è Ò-ëèìôîöèòû. Èíãèáèòîðû ÔÄÝ4
áëîêèðóþò äåãðàäàöèþ âíóòðèêëåòî÷íîãî öÀÌÔ.

Îñíîâíûì ìåõàíèçìîì äåéñòâèÿ àïðåìè-
ëàñòà ÿâëÿåòñÿ èíãèáèðîâàíèå ÔÄÝ4, ÷òî
ïðèâîäèò ê óâåëè÷åíèþ âíóòðèêëåòî÷íîãî
óðîâíÿ öÀÌÔ, ìîäóëèðîâàíèþ ñèãíàëüíûõ
ïóòåé ïîñðåäñòâîì àêòèâàöèè ïðîòåèíêèíà-
çû À è ôîñôîðèëèðîâàíèÿ öÀÌÔ-îòâåòíîãî
ýëåìåíòà àêòèâèðóþùåãî áåëêà (CREB), ÷òî,
â ñâîþ î÷åðåäü, ïðèâîäèò ê ïîäàâëåíèþ ñåê-
ðåöèè âîñïàëèòåëüíûõ öèòîêèíîâ (íàïðè-
ìåð, TNF-�, IFN-�, IL-2, IL-12 è IL-23) è ñòè-
ìóëÿöèè ïðîäóöèðîâàíèÿ ïðîòèâîâîñïàëè-
òåëüíûõ öèòîêèíîâ, òàêèõ êàê IL-6 è IL-10
(ðèñ. 1) [7, 8].

Ýôôåêòèâíîñòü è áåçîïàñíîñòü ïðèìåíå-
íèÿ àïðåìèëàñòà ïðè ëå÷åíèè óìåðåííîé è
òÿæåëîé ôîðì áëÿøåêîâèäíîãî ïñîðèàçà
áûëè ïðîäåìîíñòðèðîâàíû â ìíîãîöåíòðî-
âûõ ðàíäîìèçèðîâàííûõ äâîéíûõ-ñëåïûõ
ïëàöåáî-êîíòðîëèðóåìûõ êëèíè÷åñêèõ èñ-
ñëåäîâàíèÿõ ESTEEM 1 è ESTEEM 2
(Efficacy and Safety Trial Evaluating the
Effects of Apremilast in Psoriasis) [9]. Íàèáî-

ëåå ÷àñòûìè ïîáî÷íûìè ýôôåêòàìè áûëè
äèàðåÿ (17,8 %), òîøíîòà (16,6 %) è èíôåê-
öèè âåðõíèõ äûõàòåëüíûõ ïóòåé (8,4 %), íà-
çîôàðèíãèò (7,3 %), ãîëîâíàÿ áîëü íàïðÿæå-
íèÿ (7,3 %), ãîëîâíàÿ áîëü (5,8 %). ×àñòîòà
òîøíîòû è äèàðåè áûëà âûøå â òå÷åíèå ïåð-
âûõ 2 íåäåëü ëå÷åíèÿ ïî ñðàâíåíèþ ñ äðóãè-
ìè ïåðèîäàìè èññëåäîâàíèÿ, è îáû÷íî ýòè íå-
æåëàòåëüíûå ÿâëåíèÿ ðàçðåøàëèñü â òå÷åíèå
4 íåäåëü. Äîëãîñðî÷íûå äàííûå ïî áåçîïàñ-
íîñòè (52 íåäåëè ïðèìåíåíèÿ àïðåìèëàñòà)
íå ïîêàçàëè áîëåå âûñîêóþ ÷àñòîòó íåæåëà-
òåëüíûõ ðåàêöèé (âêëþ÷àÿ ñåðüåçíûå íåáëà-
ãîïðèÿòíûå ñîáûòèÿ), îñíîâàííûå íà ïîêàçà-
òåëÿõ çàáîëåâàåìîñòè, ñêîððåêòèðîâàííûõ ñ
ó÷åòîì âîçäåéñòâèÿ íà 100 ïàöèåíòîâ-ëåò.
Â èññëåäîâàíèÿõ ESTEEM íàáëþäàëîñü òîëü-
êî òðè ñëó÷àÿ ñìåðòè: îäíà â ãðóïïå ïëàöåáî
ïî ïðè÷èíå ñàìîóáèéñòâà è äâå â ãðóïïå àï-
ðåìèëàñòà îò ñåðäå÷íî-ñîñóäèñòûõ îñëîæíå-
íèé. ×àñòîòà ñåðäå÷íî-ñîñóäèñòûõ íåæåëà-
òåëüíûõ ðåàêöèé, ñåðüåçíûõ èíôåêöèé,
îïïîðòóíèñòè÷åñêèõ èíôåêöèé èëè çëîêà÷å-
ñòâåííûõ íîâîîáðàçîâàíèé â èññëåäîâàíèÿõ
ESTEEM 1 è 2 áûëà ñîïîñòàâèìà ñ ãðóïïîé
ïëàöåáî. Îòêëîíåíèÿ îò íîðìû ïîêàçàòåëåé
ëàáîðàòîðíûõ èññëåäîâàíèé ó ïàöèåíòîâ, ïî-
ëó÷àâøèõ àïðåìèëàñò, áûëè ðåäêèìè, ïðåõî-
äÿùèìè è êëèíè÷åñêè íåçíà÷èìûìè [7, 10].

Â èññëåäîâàíèÿõ ESTEEM 1 è ESTEEM 2
ñîîáùàëîñü î ñëó÷àÿõ ïñèõè÷åñêèõ ðàñ-
ñòðîéñòâ, âêëþ÷àÿ äåïðåññèþ è ñóèöèäàëü-
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íûå ìûñëè, òàê êàê äåïðåññèÿ ÿâëÿåòñÿ ðàñ-
ïðîñòðàíåííûì ñîñòîÿíèåì ïðè ïñîðèàçå.
Â îáúåäèíåííîì àíàëèçå (0–16 íåäåëü) êîëè-
÷åñòâî ñîîáùåíèé î âîçíèêíîâåíèè èëè óõóä-
øåíèè äåïðåññèè èëè äåïðåññèâíîãî íàñòðîå-
íèÿ ñîñòàâëÿë 1,2 % ó ïàöèåíòîâ, ïîëó÷àâ-
øèõ àïðåìèëàñò, ïî ñðàâíåíèþ ñ ïëàöåáî
(0,5 %). ×àùå âñåãî âîçíèêàëè äåïðåññèè ëåã-
êîé èëè ñðåäíåé ñòåïåíè òÿæåñòè. Â õîäå ïëà-
öåáî-êîíòðîëèðóåìîãî ïåðèîäà (0–16 íåäåëü)
áûë çàðåãèñòðèðîâàí îäèí ñëó÷àé çàâåðøåí-
íîãî ñóèöèäà â ãðóïïå ïëàöåáî è îäíà ïîïûò-
êà ñàìîóáèéñòâà ó ïàöèåíòà, ïîëó÷àâøåãî àï-
ðåìèëàñò. Â çàâèñèìîñòè îò ïîêàçàòåëåé çà-
áîëåâàåìîñòè íà 100 ïàöèåíòî-ëåò, íå áûëî
äîêàçàòåëüñòâ ïîâûøåíèÿ ÷àñòîòû äåïðåññèè
èëè ñóèöèäàëüíûõ ìûñëåé è ïîâåäåíèÿ ïðè
áîëåå äëèòåëüíîì ëå÷åíèè àïðåìèëàñòîì [5].

Ê 20 ìàðòà 2016 ãîäà ñîãëàñíî ïîñòðåãèñò-
ðàöèîííûì äàííûì î áåçîïàñíîñòè ïðèìåíå-
íèÿ àïðåìèëàñòà, îïóáëèêîâàííûì ðåãóëÿ-
òîðíûì îðãàíîì Âåëèêîáðèòàíèè (MHRA),
áûëî çàðåãèñòðèðîâàíî 65 ñëó÷àåâ ïñèõè÷å-
ñêèõ ðàññòðîéñòâ: 5 çàâåðøåííûå ñóèöèäû, 4
ïîïûòêè ñóèöèäà, 50 ñëó÷àåâ âîçíèêíîâåíèÿ
ñóèöèäàëüíûõ ìûñëåé, 5 ñëó÷àåâ äåïðåññèè ñ
ñóèöèäàëüíûìè ìûñëÿìè, îäèí ñëó÷àé ñóè-
öèäàëüíîãî ïîâåäåíèÿ (òàáë. 1) [11].

Â ìåæäóíàðîäíóþ áàçó äàííûõ VigiBase
ñîîáùåíèÿ î ðàçâèòèè ïñèõè÷åñêèõ ðàñ-
ñòðîéñòâ ïðè ïðèåìå àïðåìèëàñòà íà÷àëè ïî-
ñòóïàòü â 2014 ãîäó. Âñåãî â ìåæäóíàðîäíîé
áàçå äàííûõ VigiBase çà ïåðèîä 2014–2017 ãã.
çàðåãèñòðèðîâàíî 160 ñîîáùåíèé î ðàçâèòèè
äàííûõ íåæåëàòåëüíûõ ðåàêöèé íà ôîíå
ïðèåìà àïðåìèëàñòà: â 2014 ãîäó — îäíî ñî-
îáùåíèå, â 2015 ãîäó — 56 ñîîáùåíèé, â
2016 ãîäó — 53 ñîîáùåíèÿ è çà òåêóùèé ïå-
ðèîä 2017 ãîäà — 50 ñîîáùåíèé. Íàèáîëåå
÷àñòî áûëè çàðåãèñòðèðîâàíû ñîîáùåíèÿ î
ñóèöèäàëüíûõ ìûñëÿõ — 90 % (144 ñîîáùå-
íèÿ), òàêæå çàðåãèñòðèðîâàíû ïîïûòêè ñóè-
öèäà — 5 % (8 ñîîáùåíèé), çàâåðøåííûå ñóè-
öèäû — 3,1 % (5 ñîîáùåíèé) è ñóèöèäàëüíîå
ïîâåäåíèå — 1,9 % (3 ñëó÷àÿ) (òàáë. 2). Áîëü-
øå âñåãî ñîîáùåíèé ïîñòóïèëî èç ñòðàí Àìå-
ðèêè 86,9 % (139) è Åâðîïû 12,5 % (20).

Èíôîðìàöèÿ ïî âîçðàñòó ïàöèåíòîâ, ó êî-
òîðûõ áûëè çàðåãèñòðèðîâàíû ïñèõè÷åñêèå
ðàññòðîéñòâà, ïðåäñòàâëåíà â òàáëèöå 3.

Ïñîðèàç è ïñîðèàòè÷åñêèé àðòðèò îêàçû-
âàþò êîìïëåêñíîå è ñóùåñòâåííîå âëèÿíèå

íà êà÷åñòâî æèçíè ïàöèåíòà ïî ôèçè÷åñêèì,
ïñèõîëîãè÷åñêèì, ñîöèàëüíûì è ýêîíîìè÷å-
ñêèì âîïðîñàì. Ìíîãèå èç äîñòóïíûõ â íà-
ñòîÿùåå âðåìÿ ñèñòåìíûõ ìåòîäîâ ëå÷åíèÿ
äàííûõ çàáîëåâàíèé èìåþò îãðàíè÷åíèÿ â
îòíîøåíèè ýôôåêòèâíîñòè è/èëè áåçîïàñíî-
ñòè. Àïðåìèëàñò — íîâûé, õîðîøî ïåðåíîñè-
ìûé è ýôôåêòèâíûé èíãèáèòîð ÔÄÝ4, ïðè-
ìåíÿåìûé ïðè ëå÷åíèè ïñîðèàçà ñðåäíåé è
òÿæåëîé ñòåïåíè òÿæåñòè è ïñîðèàòè÷åñêîãî
àðòðèòà ó âçðîñëûõ ïàöèåíòîâ. Â ïðîãðàììó
êëèíè÷åñêîãî ðàçâèòèÿ àïðåìèëàñòà âõîäÿò è
äðóãèå ïîòåíöèàëüíûå ïîêàçàíèÿ ê ïðèìåíå-
íèþ, âêëþ÷àÿ àíêèëîçèðóþùèé ñïîíäèëîàð-
òðèò, áîëåçíü Áåõ÷åòà, ÿçâåííûé êîëèò è àòî-
ïè÷åñêèé äåðìàòèò [7].
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Òàáëèöà 1. Ñîîáùåíèÿ î ðàçâèòèè ïñèõè÷åñêèõ ðàñ-
ñòðîéñòâ ïî ïîñòðåãèñòðàöèîííûì äàííûì î áåçîïàñ-
íîñòè, îïóáëèêîâàííûì MHRA

Âèä ñîîáùåíèÿ
Êîëè÷åñòâî
ñîîáùåíèé

% îò îáùåãî
êîëè÷åñòâà

Ñóèöèäàëüíûå ìûñëè 50 76,9

Äåïðåññèÿ
ñ ñóèöèäàëüíûìè ìûñëÿìè

5 7,7

Çàâåðøåííûå ñóèöèäû 5 7,7

Ïîïûòêè ñóèöèäà 4 6,2

Ñóèöèäàëüíîå ïîâåäåíèå 1 1,5

Òàáëèöà 3. Ñîîáùåíèÿ î ðàçâèòèè ïñèõè÷åñêèõ ðàñ-
ñòðîéñòâ â ìåæäóíàðîäíîé áàçå äàííûõ VigiBase (ïî
âîçðàñòó)

Âîçðàñò ïàöèåíòîâ
Êîëè÷åñòâî
ñîîáùåíèé

% îò îáùåãî
êîëè÷åñòâà

18–44 ãîäà 20 12,5

45–64 ãîäà 48 30

65–74 ãîäà 8 5

Áîëåå 75 ëåò 10 6,3

Âîçðàñò íåèçâåñòåí 74 46,3

Òàáëèöà 2. Ñîîáùåíèÿ î ðàçâèòèè ïñèõè÷åñêèõ ðàñ-
ñòðîéñòâ â ìåæäóíàðîäíîé áàçå äàííûõ VigiBase (ïî
âèäàì ñîîáùåíèé)

Âèä ñîîáùåíèÿ
Êîëè÷åñòâî
ñîîáùåíèé

% îò îáùåãî
êîëè÷åñòâà

Ñóèöèäàëüíûå ìûñëè 144 90

Ïîïûòêè ñóèöèäà 8 5

Çàâåðøåííûå ñóèöèäû 5 3,1

Ñóèöèäàëüíîå ïîâåäåíèå 3 1,9



Íåñìîòðÿ íà óñòàíîâëåííóþ â êëèíè÷å-
ñêèõ èññëåäîâàíèÿõ áåçîïàñíîñòü è ýôôåê-
òèâíîñòü àïðåìèëàñòà, ïðåäñòàâëåííûå ìàòå-
ðèàëû ñâèäåòåëüñòâóþò î âîçìîæíîì ðèñêå
ðàçâèòèÿ íîâûõ, íå óêàçàííûõ â èíñòðóêöèè
ïî ïðèìåíåíèþ ËÑ, íåæåëàòåëüíûõ ðåàêöèé
ñî ñòîðîíû ïñèõèêè. Ïðåäñòàâëåííûå äàí-
íûå ïîäòâåðæäàþò âàæíîñòü ïîñòìàðêåòèí-
ãîâûõ èññëåäîâàíèé, ðåçóëüòàòû êîòîðûõ
ìîãóò îêàçàòü ïîìîùü êëèíèöèñòàì ïðè èñ-
ïîëüçîâàíèè àïðåìèëàñòà â êëèíè÷åñêîé
ïðàêòèêå.

ËÈÒÅÐÀÒÓÐÀ

1. Àñòàõîâà ÀÂ, Ëåïàõèí ÂÊ. Íåáëàãîïðèÿòíûå ïî-
áî÷íûå ðåàêöèè è êîíòðîëü áåçîïàñòíîñòè ëå-
êàðñòâ: ðóêîâîäñòâî ïî ôàðìàêîíàäçîðó. Ì.: Êî-
ãèòî-Öåíòð; 2004.

2. Îëåôèð ÞÂ, Âåðëàí ÍÂ, Ðîìàíîâ ÁÊ, Äâîéíè-
êîâà ÍÀ, Êî÷êèíà ÅÎ. Ïðîáëåìû ìîíèòîðèíãà
áåçîïàñíîñòè ôàðìàêîòåðàïèè. Ì.: Ôîëèóì;
2017.

3. Æóðàâëåâà Ì. Â., Êóêåñ Â. Ã., Ïðîêîôüåâ À. Á.,
Àðõèïîâ Â. Â., Îëåôèð Þ. Â., Ñåðåáðîâà Ñ. Þ. è
äð. Ýôôåêòèâíîñòü è áåçîïàñíîñòü ïðèìåíåíèÿ
ëåêàðñòâåííûõ ñðåäñòâ: çíà÷åíèå è âîçìîæíîñòè
êëèíè÷åñêîé ôàðìàêîëîãèè. Âåäîìîñòè Íàó÷íî-
ãî öåíòðà ýêñïåðòèçû ñðåäñòâ ìåäèöèíñêîãî ïðè-
ìåíåíèÿ 2015; (2): 20–24.

4. Fala L. Otezla (Apremilast), an Oral PDE-4 Inhibi-
tor, Receives FDA Approval for the Treatment of
Patients with Active Psoriatic Arthritis and Plaque

Psoriasis. American Health Drug Benefits. 2015
Mar; 8(Spec Feature): 105–110.

5. Young M, Heather L. Roebuck. Apremilast, an oral
phosphodiesterase 4 (PDE4) inhibitor: A novel tre-
atment option for nurse practitioners treating pa-
tients with psoriatic disease. Jounal of the Ameri-
can Association of Nurse Practitioners. 2016 Dec;
28(12): 683–695.

6. Dattola A, Del Duca E, Saraceno R, Gramiccia T,
Bianchi L. Safety evaluation of apremilast for the
treatment of psoriasis. Expert Opin Drug Saf. 2017
Mar;16(3):381–385.

7. Gisondi P, Girolomoni G. Apremilast in the thera-
py of moderate-to-severe chronic plaque psoriasis.
Drug Design, Development and Therapy. 2016; 10:
1763–1770.

8. Torres T, Puig L. Apremilast: A Novel Oral Treat-
ment for Psoriasis and Psoriatic Arthritis. Am J
Clin Dermatol. 2017 Jun 8.

9. Papp K, Reich K, Leonardi CL, et al. Apremilast,
an oral phosphodi-esterase 4 inhibitor, in patients
with moderate to severe plaque psoriasis: results
of a phase III, randomized, controlled trial
(ESTEEM 1) J Am Acad Dermatol. 2015;73:37–49.

10. Reich K, Papp K, Gordon K, et al. Long-term safety
and tolerability of apremilast in patients with psori-
asis: pooled safety analysis of two phase 3, randomi-
zed, controlled trials (ESTEEM 1 and 2); Presented
at: Annual Congress of the European Academy of
Dermatology and Venereology; October 8–12, 2014;
Amsterdam, The Netherlands.

11. Letters sent to healthcare professionals in Novem-
ber 2016 (14.12.2016 ã.). [Ýëåêòðîííûé ðåñóðñ].
URL: https://www.gov.uk/drug-safety-update.

ÎÁ ÀÂÒÎÐÀÕ

Ôåäåðàëüíîå ãîñóäàðñòâåííîå áþäæåòíîå ó÷ðåæäåíèå «Íàó÷íûé öåíòð ýêñïåðòèçû ñðåäñòâ
ìåäèöèíñêîãî ïðèìåíåíèÿ» Ìèíèñòåðñòâà çäðàâîîõðàíåíèÿ Ðîññèéñêîé Ôåäåðàöèè,
127051, Ðîññèéñêàÿ Ôåäåðàöèÿ, Ìîñêâà, Ïåòðîâñêèé áóëüâàð, 8, ñòð. 2.
Áóêàòèíà Òàòüÿíà Ìèõàéëîâíà. Ñòàðøèé íàó÷íûé ñîòðóäíèê íàó÷íî-ìåòîäè÷åñêîãî îòäåëà
Öåíòðà ýêñïåðòèçû áåçîïàñíîñòè ëåêàðñòâåííûõ ñðåäñòâ, êàíä. ìåä. íàóê.
Âåëüö Íàòàëüÿ Þðüåâíà. Ñòàðøèé íàó÷íûé ñîòðóäíèê íàó÷íî-ìåòîäè÷åñêîãî îòäåëà
Öåíòðà ýêñïåðòèçû áåçîïàñíîñòè ëåêàðñòâåííûõ ñðåäñòâ, êàíä. áèîë. íàóê, äîöåíò.
Äàðìîñòóêîâà Ìàðèÿ Àíäðååâíà. Ñòàðøèé íàó÷íûé ñîòðóäíèê îòäåëà ýêñïåðòèçû
ïîáî÷íîãî äåéñòâèÿ ÌÈÁÏ Öåíòðà ýêñïåðòèçû áåçîïàñíîñòè ëåêàðñòâåííûõ ñðåäñòâ.
Ïàñòåðíàê Åâãåíèÿ Þðüåâíà. Ñòàðøèé íàó÷íûé ñîòðóäíèê íàó÷íî-ìåòîäè÷åñêîãî îòäåëà
Öåíòðà ýêñïåðòèçû áåçîïàñíîñòè ëåêàðñòâåííûõ ñðåäñòâ, êàíä. ìåä. íàóê.
Ðîìàíîâà Òàòüÿíà Âëàäèìèðîâíà. Íàó÷íûé ñîòðóäíèê íàó÷íî-àíàëèòè÷åñêîãî îòäåëà
Öåíòðà ýêñïåðòèçû áåçîïàñíîñòè ëåêàðñòâåííûõ ñðåäñòâ.

ÀÄÐÅÑ ÄËß ÏÅÐÅÏÈÑÊÈ

Áóêàòèíà Òàòüÿíà Ìèõàéëîâíà, Bukatina@expmed.ru

Áåçîïàñíîñòü ïðèìåíåíèÿ àïðåìèëàñòà: ðèñê âîçíèêíîâåíèÿ ïñèõè÷åñêèõ íàðóøåíèé

Áåçîïàñíîñòü è ðèñê ôàðìàêîòåðàïèè. Îêòÿáðü – äåêàáðü 2017. ¹ 4 185



SAFETY OF APREMILAST:
RISK OF PSYCHICAL DISORDERS
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Abstract: Apremilast is a new selective inhibitor of phosphodiesterase 4 (PDE4) of the class of small mole-
cules, approved for treatment of psoriatic arthritis and psoriasis. The efficacy and safety of apremilast in the
treatment of moderate to severe plaque psoriasis have been demonstrated in multicenter, randomized, dou-
ble-blind, placebo-controlled clinical trials of ESTEEM 1 and ESTEEM 2 (Efficacy and Safety Trial Evalu-
ating the Effects of Apremilast in Psoriasis). These studies describe adverse reactions such as mental disor-
ders: depression, suicidal thoughts, suicidal behavior. However, data on the increase in the incidence of these
adverse reactions during longer treatment with apremilast were not obtained. The article presents the reports
from the UK regulator (MHRA) and international database VigiBase on the increased risk of developing sui-
cidal thoughts, suicide attempts, completed suicides and suicidal behavior during treatment with apremilast.

Key words: inhibitors of phosphodiesterase 4; Aprimilast; psychical disorders; suicidal ideation; suicide at-
tempt; completed suicide; suicidal behavior.
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